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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 20 February 2004 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 3=8 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) S Claim(s) 3=8 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The amendment filed on 2/20/2004 is acknowledged. Claim 3-5, and 7 are 
amended and claim 8 is new. Claims 3-5, 7, and 8 are pending and under 
consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

The Office action contains new ground of rejection. 

Claim Objections, Withdrawn 

The objection of claims 4-5, and 7 under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim is 
withdrawn in view of the amendment. 

Claim Rejections - 35 USC §112 

Claims 3-5, and 7 remain rejected for reason of record under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. The claims are 
rejected under 35 U.S.C. 112, second paragraph, as being incomplete for omitting 
essential elements, such omission amounting to a gap between the elements. See 
MPEP § 21 72.01 . Applicant argues that claims are amended to obviate the rejection, 
However, The amended base claim still lacks a step correlating the detection step to the 
purpose in preamble of the claims. Incorporating the selection step in claim 4 into the 
base claim would obviate this rejection. 
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The rejection of claims 4, 5, and 7 due to the limitation "interaction" under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention is withdrawn 
in view of the amendment. 

Claims 3-5, and 7 remain rejected for reason of record under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

Claims 3-5, and 7 are interpreted as drawn to a method using NADE and a 
genus of protein called "an apoptosis related protein which binds to NADE". 

Applicant's argument at bottom of page 4 to top 2/3 of page 6 is directed at new 
matter issue. However, the prosecution history indicates that the claims are not 
rejected due to new matter. Rather, the claims are rejected because the specification 
fails to describe a genus of apoptosis-related proteins binding to NADE. Therefore, the 
argument is a moot issue. 

Applicant argues (see the last paragraph of page 6 to page 7) that applicant is 
not required to set forth every possible protein that belongs to the genus of "an 
apoptosis related protein which binds to NADE". Applicant argues that the court has 
determined that biotech inventions are allowed for the coverage of currently unknown 
embodiments. These arguments have been fully considered but found unpersuasive. 
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The applicable standard for the written description requirement can be found: 
MPEP 2163; University of California v. Eli Lilly, 43 USPQ2d 1398 at 1407; PTO Written 
Description Guidelines; Enzo Biochem Inc. v. Gen-Prove Inc., 63 USPQ2d 1609; and 
Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present in the claims is a recitation of 
functional description. There is not even identification of any structure that is associated 
with the recited function. The specification teaches that five structurally unrelated 
proteins bind to NADE i.e. P33 ING relative protein, 14-3-3 protein, elF4G, Huntington- 
binding protein 1, NIK/HGK protein. These proteins do not appear to have common 
biological and/or biochemical activity. Knowing the structures of these five proteins, one 
would have no idea what other structure would bind to NADE and are also an apoptosis 
related protein. The specification fails to teach common structural attribute that belongs 
to the claimed genus. Accordingly, in the absence of sufficient recitation of 
distinguishing identifying characteristics, the specification does not provide adequate 
written description of the claimed genus. 

The Office interprets NADE is limited to the 124 amino acids protein disclosed as 
Bex3 by Brown et al (1999, Human Molecular Genetics vol. 8, pages 611-619) 
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according to the definition at 3 rd paragraph at page 5 of the specification. However, the 
specification at page 5, 4 th paragraph defines "an apoptosis related protein which binds 
to NADE" to include something "which includes unknown" (see lines 2-3 of 4 th 
paragraph at page 5) applicant did not possess at the time the instant application was 
filed. Only way to know which other chemical structures have the recited function is to 
screen for it. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed" (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of proteins. 

The Following Are New Grounds of Rejection 

Claims 8 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 8 is rejected under 35 U.S.C. 112, second paragraph, as being incomplete 
for omitting essential elements, such omission amounting to a gap between the 
elements. See MPEP § 2172.01. The claim still lacks a step correlating the detection 



Application/Control Number: 09/661 ,305 Page 6 

Art Unit: 1642 

step to the purpose in preamble of the claim. See the remedy (above) suggested to 
obviate the rejection of claim 3 under 35 U.S.C. 112, second paragraph. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina C Chan can be reached on 571-272-0841. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

MISOOK YU, Ph.D. 

Examiner 

Art Unit 1642 
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